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The goal of food labdling is to
provide consumers with information
that is factual and relevant. The
food label allows consumers to
compare one product to another,
givesinstructions for safe handling
and storage, listsingredientsto help
consumers select foods with ingre-
dients they want or need to avoid,
and identifies the firm responsible
for the product.

Certain label information, such as
the responsible firm's name and
address and ingredient declaration,
isrequired. Other label information
such as health claims and terms that
describe afood's nutrient content is
voluntary. Additional mandatory
label information has been added as
the result of three federal laws that
became effective in 1994: the
Nutrition Labeling and Education
Act of 1990 (NLEA), the American
Technology Preeminence Act of
1991 (ATPA), and Dietary
Supplement Health and Education
Act of 1994 (DSHEA). The U.S.
Food and Drug Administration (FD-
A) published a number of regula-
tions implementing these three laws.
Cdlifornia adopts al the federa
labeling regulations, and has its own
laws concerning additional labeling
requirements. Regulations imple-
mented under NLEA:

W require nutrition information on
almost all processed foods,
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B provide a new format for
presenting nutrition information
(i.e., “Nutrition Facts’ pandl),

B st definitions for nutrient content
claims such as "low-fat",

B provide appropriate use of
thirteen scientifically proven health
clams, and

B require ingredient listing on all
foods with two or more ingredients.

Under ATPA, food firms haveto list
the net contents of their products in
both metric units and English (inch-
pound) units. These changes are
intended to make food label infor-
mation more accurate and useful to
CoNsumers.

Dietary supplements are under
different regulations from those for
processed foods. The regulations

implementing DSHEA (62FR
49826, 09/23/97; 65FR 999,
01/06/00):

B require dietary supplement
products to carry a “Supplement
Facts’ panedl with information
similar to the “Nutrition Facts’
panel that appear on most processed
foods,

B set parameters for use of the
teerms “high potency” and
“antioxidant,” and for making the
“structure or function” claims, and
W identify on the labdl the part of
the plant used to make the product if
it contains botanical ingredients.

Label Panels

A food package usually has at least
two distinct areas: the principa
display panel (PDP), and the infor-
mation pand (IP). The PDP isthe
part of the label consumers seefirst
when selecting a food product.
Therefore, in most cases, the PDPis
the front of the package. ThelPis
usually to theimmediate right of the
PDP (to the l€ft, rear, top or bottom
if there is insufficient space to the
right of the PDP). The PDP is
where information such asthe name
of the product and the net quantity
of contentsislocated, whilethelPis
mainly reserved for nutrition
information, the ingredient list, and
the name and address of the re-
sponsible  firm  (manufacturer,
packer or distributor). All required
information on the label must be
legible. It cannot be concealed in
any manner such that it isunlikely to
be read by the consumer. The size
of the lettering, unless stated, must
be at least 1/16 inch (there are
exceptions for small, single-serving
packages. Refer to 21 CFR §101.2
for details). All required informa-
tion must bein English. Accurately
trandated information in another
language may accompany it.

Labels must be made of materials
that do not contaminate the food. |If
thereislikelihood that the paper, ink
or adhesive of alabel will touch the



product or penetrate the packaging,
these materials must be safe for food
use.

Food Name

All foods must be named. This
name, which is often caled the
"statement of identity," is either the
"common name" of the food or a
“fanciful name." If afanciful name
isused, it must be accompanied by a
descriptive phrase at least 1/2 the
type size of the product name. The
name has to be truthful. If it isa
"flavored" product, it must so state
(e.g., "chery flavored" pig). If the
flavor is not derived from a natural
source, then it must so indicate (e.g.,
"artificial cherry flavored" pie).
When appropriate, it must describe
the form of the food too, such as "-
sliced peaches' or "whole peaches’.
A brand name can serve as the
statement of identity if the name is
commonly used and understood by
consumersto refer to a specific food
(e.g., Pepsi Cola, Coca-Cola).

Responsible Firm

There must be a firm identified on
thelabd asaresponsible party. The
firm's name, city, state and zip code
must be declared. If the firmis not
in the current telephone guide for
that city, the street address must also
be listed. Beginning January 1,
2002, all labels of bottled water
must bear bottler's or brand name
owner's telephone number and
address.

Net Quantity
Every packaged food must declare
its count, net weight (drained weight
if appropriate) or volume. The net
guantity refers only to the quantity
of food in apackage or container. It
includes the weight of any liquid in
which the food may be packed if the
liquid is usually eaten. It does not

include the weight of the container
or wrappers. It must be stated in
both English (inch-pound) units and
metric units. For example, Net Wt 8
0z (226 g).

Ingredients

All packaged foods composed of
two or more ingredients (including
standardized foods) are required to
include an ingredient list. Foods
with two or more discrete compo-
nents (e.g., cherry piethat hasfilling
and piecrust) may have a separate
ingredient list for each of the
components. For foods that are sold
from bulk, alist of ingredients must
be stated on a sign or on the food's
original container. The ingredient
declaration must be legible and be
correctly listed in descending order
of predominance by weight.

Ingredients must be listed by their
"common names." Certain ingredi-
ents require specia declaration (for
more information about the special
declaration, see 21 CFR §101.4).

Product Dates

Certain foods [e.g., infant formula,
dairy products, and potentialy
hazardous foods (PHF) that are in
oxygen-reduced atmosphere or in
containers that creates anaerobic
conditions] are required to have an
expiration date, while product dating
is optional for other foods. There
are two types of dating on food
packaging: "open dating" and "code
dating". In open dating, dates are
stated alphabetically, such as "July
10", or numerically such as"7-10"
or "710". In code dating, the infor-
mation is coded in letters, numbers
and symbols that only the firm
(manufacturer) can trandate. (See
“Refrigerated Foods’ below for the
definition for PHF).

Open dating includes "pull date",
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"quality assurance or freshness
date", "pack date" and "expiration
date." Manufacturers have the pull
date, quality assurance date or pack
date on labelsto inform retailers and
consumers when the product was
made or how long their products
should be offered for sale or how
long their products will be of opti-
mum quality. Expiration date isthe
date before which a product should
be eaten. Open dating is recom-
mended for all foods that are readily
perishable.

Code dating enables the manufactur-
e to convey a reativey large
amount of information (such as
production code and date, location
of production and/or packaging)
with a few small letters, numbers
and symbols. Inthe case of recal, it
makes it easier to quickly identify
and track down the product and take
it off the market.

Nutrition Labeling

Most processed and packaged foods
(except exempt foods) must declare
information about the foods' nutri-
tional content using formats under
the heading "Nutrition Facts' (see
attached sample nutrition facts
format). Variations in the format
and criteria for the variations are
defined in the regulations (21 CFR
8101.9). For instance, certain
foods may qualify for a simplified
format. This format is allowed
when the food contains insignificant
amounts of seven or more of the
mandatory nutrients.

The following foods, provided that
they neither bear nutrition
infformation nor make nutrient
content claims or health claims on
their labels, are exempt from the
mandatory NLEA nutrition labeling
requirements: food produced by



small businesses (the exemption
applies to businesses with fewer
than 100 full-time equivalent
employees and products fewer than
100,000 units; Please refer to
www.cfsan.fda.gov/~dms/sbel.ht
ml for details); restaurant food;
ready-to-eat food prepared primarily
on site; food sold by food service
vendors and vending machines, food
shipped in bulk as long as it is not
for sale in that form to consumers;
medica food and infant formula
and food containing no significant
amount of any nutrients.

Nutrient Content Claims
Eleven basic terms have been
defined for several nutrients, and
FDA has set conditions for the use
of theseterms. Theterms are: free,
low, reduced, fewer, high, less,
more, lean, extralean, good source,
and light. For example, theterm
"sodium free" means that the food
contains less than 5 milligrams of
sodium per serving of the food.
(For details, pleaserefer to 21 CFR
88101.13 and 101.25 to 101.69)

Health Claims

NLEA adlows manufacturers to

make certain clams linking the

effect of a nutrient or food to a

disease or health-related condition.

FDA has approved the following

thirteen clams and defined condition

under which the claims can be used.

The approved claims are:

W adiet highin calcium and alower
risk of osteoporosis (21CFR
101.72),

B adiet low intota fat and reduced
risk of some cancer (21CFR
101.73),

B adiet low in saturated fat and
cholesterol and reduced risk of
coronary heart disease (21CFR
101.75),

B a diet rich in fiber-containing
grain products, fruits and
vegetables and reduced risk of
some cancer's (21CFR 101.76),

B adiet rich in fruits, vegetables
and grain products that contain
fiber and reduced risk of coro-
nary heart disease (21CFR
101.77),

B a die low in sodium and
reduced risk of high blood pres-
sure (21CFR 101.74),

B adiet rich in fruits and vege-
tables and a reduced risk of
some cancers (21CFR 101.78).

B adietrichinfolate and reduced
risk of neural tube defects
(21CFR 101.79).

B adiet low in sugars and starches
and less likelihood of tooth
decay (21CFR 101.80).

B adiet richin soluble fiber from
certain foods and reduced risk
of coronary heart disease
(21CFR 101.81).

B soy protein and reduced risk of
coronary heart disease (21CFR
101.82).

B plant sterol/stanol and reduced
risk of coronary heart disease
(21CFR 101.83).

B whole grain foods and risk of
heart disease and certain cancer

(For  details, please  visit
http://vm.cfsan.fda.gov/~dmg/flg-
6¢.html)

Juice Products
FDA recently published afinal rule
to improve the safety of juice
products by requiring processors to
use HACCP principles for juice
processing (66 FR 6137-6202,
1/19/01). Until HACCP programs
are implemented, juice processors
must continue to use the required
warning label statement (63 FR
37029-37056, 7/8/98) for fresh fruit
and vegetable juice products that
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have not been validated to show a 5-
log reduction of pathogenic
microorganisms.

Refrigerated Foods
Cdifornia law requires that all
potentially hazardous foods (PHF)
have the statement " Perishable Keep
Refrigerated” on the labd in a
conspicuous location, normally on
the PDP. PHF is defined as food
which is capable of supporting
growth of infectious or toxicogenic
microorganisms when held at tem-
peratures above 45 degrees Fahr-
enheit. PHF does not include foods
that have apH level of 4.6 or below,
awater activity value of 0.85 or less,
or food products in hermeticaly
sealed containers processed to

prevent spoilage.

The statement "Perishable Keep
Frozen" is also acceptable on the
label of foods that are frozen.

Confectionery Products
Containing Alcohal

If a confectionery product contains
alcohoal in excess of ¥z of 1 percent by
weight, the fact must be stated on
the label for the food. If afacility
sdls directly to consumers such
confectionery products that are
unpackaged or unlabeled, the facility
owner must provide awritten notice
to consumers of that fact (H&SC
110695, 113985)

Organic Foods

Foods represented as “organic” are
currently required to bear a
statement (or similar language):
“Organically grown and processed
in accordance with the California
Organic Foods Act of 1990.”

Recently, however, USDA finalized
a rule entitled “National Organic
Program” (65FR 80548, 12/21/00).
The rule, which preempts the state



law, became effective on February
21, 2001 and requires that all
organic foods comply with the
federal requirements by August 21,
2002 (18 months from the effective
date). Until then or the relevant
Cadlifornia organic law is amended,
organic foods sold in Cdiforniamay
comply with either the existing
Cdlifornia law or the USDA
regulations. Anyone who has
guestions can contact any of the
Food and Drug Branch (FDB) Off-
ices.

Safe Handling I nstructions
Raw meat and poultry products
(fresh and frozen) including shell
eggs must bear safe handling in-
structions on their labels. The han-
dling instructions should address
safe storage of raw product, preven-
tion of cross-contamination, cooking
of raw product, and/or handling of
leftovers. For example, shell egg
cartons are required to bear a
statement “To prevent illness from
bacteriaz keep eggs refrigerated,
cook eggs until yolks are firm, and
cook foods containing eggs
thoroughly” (65FR 76091, 12/5/00).
Further, the California Uniform
Retail Food Facility Law (H&SC
Section  113997)  additionally
requiresthat retail egg containersbe
prominently labeled “Refrigerate
after purchase” or a conspicuous
sign be posted advising consumers
that these eggs must be refrigerated
as soon as practical after purchase.
For detailed information on meat
and poultry products, consumers can
cal the U.S. Department of Agricul-
ture, Food Safety and Inspection
Service (USDA-FSIS) Meat and
Poultry Hot Line.

Other Label Declarations
There are many optiona statements
that can be made on alabel. These

include: storage and thawing
information, directions for use,
product pictures or vignettes,
universal product code, trade marks
and copyrights, and religious
symbols.

Food Label Questions
If you have questions about labdling
laws and regulations or fed that a
label is misleading, please contact
any of the FDB Offices.

FDB does not approve labels. For
designing, formatting and proofing
labels, a competent "food label
consultant" should be retained. For
guestions regarding the labeling of
foods containing more than 3
percent meat or poultry products,
processors should contact the
USDA-FSIS Meat and Poultry Hot
Line or its Western Region.
Information on labeling of foods to
be imported or exported can be
obtained from the FDA. The
Cadlifornia Food and Agriculture De-
partment's Milk and Dairy Foods
Control Branch provides labding
information on milk and dairy
products.

FDB Offices
South: 1449 West Temple Street,
Room 224, Los Angeles, CA 90026
(213) 580-5719
North: 601 North 7th Street (MS-
357), P.O. Box 942732
Sacramento, CA 94234-7320
(916) 445-2263

Other Agencies
FDA, San Francisco District
Office, Compliance Branch
1431 Harbor Bay Parkway
Alameda, CA 94502-7070
(510) 337-6700

FDA, Los Angeles District
Office, Compliance Branch
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1521 Pico Blvd
Los Angeles, CA 90015
(213) 252-7612

USDA-FSIS, Meat and Poultry Hot
Line, 1-800-535-4555 or
(202) 720-3333.

USDA-FSIS, Western Region
620 Central Ave., Bldg. 2-C
Alameda, CA 94501
(510) 273-6255
Cdlifornia Department of Food and
Agriculture, Milk and Dairy Food
Control Branch,
1220 N Streset,
Sacramento, CA 95814
(916) 654-0773
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Sample Nutrition Facts Pandl:

Mutrition information must be set

off in a box T01.8(d){(1){(I) ———p

Mumber of sewin%s per container
101 8(b)i3) & (d)(

Bold Printed Mutrients

101 H{d)(1)(0w)

101 B(c)(1) ——Jpw| Calories Z&0

B Chaily el et
101.9(c){2) ——m| Total Fat 1 70

Saturated F at 5g =i
107.3(C)(3) ——w{ Cholesterol 30y Tt
101.8(c)(4) Sodium G50 T
101.9(c)(B)

101.8()(7)

i) —p

Nutrition Facts

Senving Size ¥ cup (1140)
Servings Per Container 4

Aot Per Serving

Calories from Fat 120

Typellayout
BHEB put"ifnts 101.80d3( 130
B point may be used for;
"Armount Per Serving”
"% Daily Walug"
Caloric conversion footnote
Claily value footnate
Hairline Rule 107.9(d)(1)(+)

Fequired Heading

oll— 101.8(d)(2)

- Howusehold measure
10180071 & 1071 .90d)( 330

Amount per serving
101.9(d)d)

Taotal Carbohydrate 21mg 10

W"%
Sugars 50 w——

Protein 5y

YWitamin A 4% .
Calcium 15%
*Percent Daily Walues are based on 32,000

calorie diet “vour daiby walues may be higher
af loveer depending on your calorie needs:

Calories: 2,000 2,500
Total Fat  Less than 599 504
SatFat  Less than 209 259
Cholesteral Less than 200mg  300mg
Sodium Less than £A40mg  Z2,400myg
Tetal C arbokbydrate 3009 37Ag
Dietany Fiber 284 20g

Calories per gram:
Fata « Carbobydrate 4« Protein g

Witihin List arder

Vitarmin C 2% 101.9(c)B)(i)
Iran 4% hﬁm 9(d)(B)

101 9(d)()

< Calorie conversion aptional
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101.9(d)(10)

For calculation of %l

R



LABELING OF
SUPPLEMENTS:

DIETARY

Starting March 23, 1999,
consumers will see more complete
information on labels of dietary
supplement products, including an
information pand titled
"Supplement Facts," aclear
identity statement, and a complete
list of ingredients.

The "Supplement Facts' pandl will
provide information such asthe
guantity of specific nutrientsin
vitamin and mineral products, and
the part of the plant used in herbal
products. It will besimilar in
format to the "Nutrition Facts'
panel that appears on most
processed foods.

Specifically, the " Supplement
Facts' pand will show the
following:

* The manufacturer's suggested
serving size.

* |nformation on nutrients when
they are present in significant
levels, such asvitamins A and C,
calcium, iron and sodium, and the
percent Daily Value wherea
reference has been established --
similar to nutrientslisted in the
"Nutrition Facts' panel on food
labels.

* All other dietary ingredients
present in the product, including
botanicals and amino acids -- those
for which no Daily Vaue has been
established. [For sasmple labels, see
http://vm.cfsan.fda.gov/~acr obat
/hhssupp2.pdf]

Herbal productswill be identified
by the common or usual name and
the part of the plant used to make
the supplement (such as root, stem
or leaf). If the common or usua

nameis not listed in Herbs of
Commerce, published by the
American Herbal Products
Association, the Latin binomial
name such as Tercoma mollisHBK
or Cecropiaobstusifolia Bert. will
be listed.

All ingredients in the product will
be declared in the ingredient
statement or within the
"Supplement Facts' panel.

A statement of identity will appear
on the front panel of the product
label. The statement must use the
terms "dietary supplement” or a
term identifying the contents of the
product, such as"Vitamin C
supplement” or "Herbal
supplement.”

The new labeling rule implements
some of the major provisions of the
Dietary Supplement Health and
Education Act of 1994 (DSHEA).
The rule was published September
23, 1997, with an effective date of
March 23, 1999, giving industry
18 months to comply. Products
labeled prior to March 23 can
continue to be sold until stocks are
depleted. Some companies have
already introduced products with
the new labels.

[Source of the Information above:
http://www.cfsan.fda.gov/~Ird/h

hssupp?2.htmi]
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SUMMARY OF NUTRITION LABELING RULES
FOR DIETARY SUPPLEMENTS:

Dietary supplement containing dietary ingrediant
with and without RDPs and DRV's:

Supplement Facts

Savng Sars i Packel

i

Amagn) Fri Faghal W Duliy Weles
wiamin & [from cod ver o] , 5,000 W WOk
‘Welamin C (a3 ascorbe acidl 55 g A%
Wdlamin O (a5 ergocsicilesl] 400 1) ook
Vidamin £ las d-alpha tocophesofl 150 K S00%
Triarmin (a3 Insmin mononirabe) TS =y S000%
e TS mg din
Hacn (as macramdel . T4 my AT
e P M T e s TR T e O T
Cholne (a3 cholne chioride] Ll d
Belaine (a3 belane Iy ] ] 3
Guilamie Asd (as L-ghulamic acid) 5 my X
il (&5 ool monophotphalel i mg G
il -Amecbenzok acd 30 mg b

ace 5y *
‘Bawon 500

Qi ingredents: Cebdose, sbeatic add and shoa.

Digtary supplement of an herb

Supplement Facts

Serving e 1 Capauls

Oriental Girserg, powdeied ool 250 moge

= Dulfy Vol il anFablakeed

Obmer ingradents Galatin, waler, and glycerin

A proprietary blend of dietary ingredients:

Supplement Facts

Sardng Sixe 1 tep 0 g brakes § 8 or prepeed)
Sarvings Per Conlainer 3

Ampad For L Dally
Tusspres Waker

Teldsl Cambolrydrate 2g € 1%
Siagars ] 1
Preprialiy b or g
Ganman Chamomis {Mower] H
Hyason |waves) T

Ofher ingredienia; Fructose, lacloee, sterch, s abearks ackd

. Title, “Supplement Facts,” will allow for easy

identification.

. Information must be listed “per serving.”

Serving sizes are determined by manufacturer’s
recommendations for consumption at one
occasion.

. Nutrients required in nutrition labeling of

conventional foods must be listed when present
and omitted when not present,

. “Other dietary ingredients™ (e.g., botanicals,

phytochemicals) that do not have
recommendations for daily consumption are
listed beneath a bar. They are required to state
the quantity present and to be identified as
having no recommendations for consumption.

. The list of dietary ingredients in the nutrition

label (nutrients and non-nutrients) may include
the source ingredient. If so, the source need
not be listed again in the ingredient list,

. Botanicals must state the part of the plant

present and be identified by their common or
usual name. In addition, their Latin binomial
name i needed if the common or usual name is
not listed in Herbs of Commerce published by
the American Herbal Products Association.

. Proprietary blends may be listed with the

weight given for the total blend only. When
this is done, components of the blend must be
listed in descending order of predominance by
weight,
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